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Dear Dr. P1feiflbr:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug.
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration. listing of
devices, good manufacturing practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CDRI-l does not evaluate information related to contract liability
warranties. We remind you. however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA).
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations. Title 2 1. Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuafice of a Substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (2 1
CFR Part 807); labeling (21 CFR Parts 801 and 809); medical device reporting (reporting of'
medical device-related adverse events) (21 CFR 803); good manufacturing practice requirements
as set forth in the quality systems (QS) regulation (21 CUR Part 820); and if applicable. the
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electronic product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-
1050.

If you desire specific advice for your device on our labeling regulations (21 CFR Parts 801 and
809), please contact the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638 2041 or (301) 796-7 100 or at its Internet address
http)://www.fda.eov/MedicalDeviceslResourcesforYoullndustrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21I
CFR Part 803), please go to
htti/www.fda.gov/MedicaDevices/Safe/ReoortaProblem/default.htm for the CDRI-'s Office
of Surveillance and Biometrics/Division of Postniarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
httD)://www.fda.p-ov/MedicalDevicesfRcsourcesforYou/industrv/default.htm.

Sincerely yours,

Maria.KM. Chan -S
Maria M. Chan, Ph.D.
Director
Division of Immunology and Hematology Devices
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known)
k132082

Devilce Name
AESCULISA DGP-Check

Indications for Use (Oescflbe)
AESCULISA DGP-Chack ism In-vitro diagnotic devic Thiamlid phasemezyme immunosa emnploys synthetc, draidate
gliadin-derive pqptidsafor the cmbined sriquartitaive ed qualitativedetecion of 19A and IgGamtilbodlesaga inilerilcaled
Gliadin-spef La pepides(IDGFP) in humn serum
Theasy lam ild infthdlqnosaf celi & (gutm-setivetopthy) and should betsid In wljuncion with other
seroogca tessanddinica findings

Type of Use (Select one or both, as applicable)

0 Prescription Use (Part 21 CFR 801 Subpart D) Cl Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)
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FORM FDA 3881 (9113) Page 1 of 2 Anw Wmj~ EF



510(k) Number (if known)
11132082

Device Name
AESKULIMk DGP-O

Indications for Use (Describe)
AESKUL ISA DGP-G is in in-vitro diagnostc deuim This slid phesezyme lnmwoasy employs synthtkc deanidlatc
gliairlnderive peitIdesfor the seniquantitative and qualitative dtcton of IgG antibodies agant dlenidatd Gial-cflc
ptides (flOP) in human wwnm.
The assy isan aid i n themdqnodis of cdlia dis (giuten-snitveeteropthy) and shoud be usd in oonuncion with other
sedcogica tessadcinical fi ndi ngs.

Type of Use (Select one or both. as applicable)

[0 Prescription Use (Part 21 CFR 801 Subpart D) 0C Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurence of Center for Devices and Radiological Health (CORH) (Signatur)

Maria' M.Chan -S
FORM FDA 3881 (91l3) Page 1 of 2 ~...r.c



510(k) Number (if known)
k132082

Device Name
AESCULISA DSP-A

Indications for Use (Desat)
AESKULISA DSP-A Ise miIn-vitro dignosticdia~ Thisswid phaunyme immunoasay fntployswynthdkic deemidale
gliadindeive petdsfor the seniquwititive and qualittive detecion of IgA aribbodiesegan dearndell Gitn~r-spfic
peptides (DGP) In humnserum.
Themsy san aid In thediagnossof cat rdli g lut-sveiitv nopahy) and should be used Inword unctionwith other
swdogica tess addcinia findings.

Type of Use (Select one or both, as applicable)

[@ Prescription Use (Palt 21 CFR 801 Subpart 0) 0 Over-The-countcr Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

Maria M. Chan -S
FORM FDA 3881 (9113) Pago I of 2 ~u~~c


